Purpose The purpose of the study was to identify how informed consent is conceptualized by patients, family members, physicians, and nurses in Korea, and to develop guidelines for clinical practice in Korea. Methods This study employed the hybrid model to define the concept of informed consent through theoretical and fieldwork phases. For the theoretical phase, attributes of informed consent were identified through a review of the literature, and in-depth interviews were conducted for the fieldwork phase to develop attributes from the data and to verify the attributes identified from the literature review. Purposive sampling was done for 48 participants (12 patients, 12 family members, 12 physicians, 12 nurses), who were interviewed from selected units (orthopedics, cardiothoracic surgery, obstetrics/gynecology) from two university hospitals in Seoul and Kwangju, Korea. Attributes and processing issues of informed consent were extracted from both phases. Results Core attributes of informed consent include the patient's self-directed decision-making, fulfillment of legal responsibility, focusing on forging a trusting relationship, assuming active responsibility for explanations (physicians) and granting consent (patient), factors related to sufficient explanation, and the role of family. Findings were integrated into a set of guidelines for patients and family and health care professionals. Conclusion The guidelines developed in the present study offer empirical parameters for an effective process of obtaining informed consent in Korea by seeking to decrease the gap in perceptions of informed consent among patients, family members, physicians, and nurses. The importance of advocating patients and developing a trusting relationship between health care providers and patients is especially noteworthy.
INTRODUCTION
Informed consent is framed by respect for the patient's right to autonomy and refers to the verbal and document-based explanations and related patient rights that occur in health care processes. Originating from the West, the importance of informed consent has become increasingly accepted worldwide, especially since the proclamation of the patients' Bill of Rights (Dunn, 2000) , which was established in Korea in 1986 (Song, 2000) . There is a lack of research, however, on how informed consent is actually conceptualized and processed in the clinical setting in Asian countries, e.g., whether or not there is a discrepancy in perception among patients, family, and health care professionals, and whether there are specific processrelated issues that require attention.
In Korea, the Boramae Incident of December 1997 created a heated controversy within the Korean medical community and served as an alert for the importance of informed consent. In the incident, the physician was found guilty as an accomplice to murder after a patient in critical condition died following discharge against medical advice. This discharge was at the request of the patient's wife, and was related to financial burden. Current practices of informed consent in Korea have been criticized as a tool for defensive medicine, to protect health care professionals from potential lawsuits (Park, 1998) . Considering the current system in Korea where most inhospital medical work is done by residents-intraining, it is foreseeable that physicians, burdened by time constraints and work overload, may not be able to provide sufficient explanations to obtain informed consent from patients. Accordingly, patients and family members have been found to lack adequate understanding of physicians' explanations with disparities in the informed consent process among patients, families, and health care professionals (Jeon, Kim, Yoo, Kim, & Lee, 2005) .
This study postulates that such misunderstandings stem from different views of informed consent among patients, families, physicians and nurses, and thus aims to explore the differences in the characteristics and perception of informed consent among these four groups, as well as to identify common characteristics in order to provide more appropriate guidelines for informed consent in clinical practice. Such a set of practice guidelines could reduce the gap between health care providers and clients (patients and families) in how informed consent is perceived and could facilitate the process of upholding the principles that underlie the concept.
Specifically, the study aimed to: (a) identify and compare conceptualizations of informed consent and process-related issues from the literature and fieldwork; (b) identify core attributes and form a definition; and (c) develop a set of practice guidelines for clinical practice in Korea.
This study applied the hybrid model (SchwartzBarcott & Kim, 1993) to identify the characteristics of informed consent as conceptualized by patients, families, physicians and nurses in order to clarify the definition of informed consent, and to develop guidelines for clinical practice utilizing empirical parameters. The hybrid model has been noted for its usefulness in illuminating conceptualizations and both problematic and non-problematic consequences of a given phenomenon with close links to the realities of practice (Rogers & Knafl, 2000) . As the theoretical phase was conducted first to form a working definition for the fieldwork phase, the following sections are presented chronologically, illustrating the methods and findings of each phase.
METHODS

Theoretical phase
For a theoretical exploration of informed consent, the literature was reviewed for legal and ethical aspects of the phenomenon with the following: legal aspects of informed consent related to the responsibility of physicians to provide information to guide decisionmaking and to seek consent on medical practices involving invasive procedures (e.g., surgery) and incidents where negative outcomes might occur, or practices that have major implications (e.g., death) requiring the patient's self-directed decisions (Yeom et al., 2005) . Health care professionals obtaining informed consent are required to explain in advance the treatment goal and its administration, expected outcomes and possible risks associated with the treatment, and alternative treatments, preferably in person. Explanations should be offered verbally and cannot be substituted by general forms, which may lack accuracy (Yeom et al.) .
For ethical aspects of informed consent, Kong, Lee, Kim, Kim, and Lee (2007) reviewed the literature on ethical meanings of informed consent and noted that the principal ethics framework proposed by Beauchamp and Childress (1994) , which includes respect for autonomy, avoiding harm, and ensuring good and justice, has been widely adopted in Korea. However, the role of other theoretical perspectives influencing the sociostructural roots of informed consent is also emphasized. For example, communicative ethics (Habermas, 1995) and feminist caring ethics (Gilligan, 1982 (Gilligan, /1994 Noddings, 1984) both emphasize a trust-based relationship between patients and health care professionals.
Although informed consent stems from the principle of respect for autonomy, the influence of Confucianism is pervasive in Korea's family-oriented culture, with widespread receptive attitudes toward paternalism linked with the principle of beneficence, e.g., "protective" power for the patient's wellbeing. Therefore, physicians may have difficulty accepting the fact that patients have the responsibility to make decisions with regard to their own care, and there is a strong tendency to rely on the decision of the physician or family, rather than on the patient's wishes (Park, 1998) . It is commonplace for decisions to be made by the family member who has most economic muscle rather than recognizing the individual patient's autonomy, even though s/he may be a self-sufficient adult, a value that is linked with cultural notions of filial piety and saving face infused in Confucianism (Jeon et al., 2005) . Furthermore, the concept of "I" among Koreans may entail interdependence in comparison to the "independent I" in the West. Considering the Korean context, the communicative and caring process entailed in and required for informed consent has been noted as especially significant for health care professionals (Kong et al., 2007 
Fieldwork phase Design
The fieldwork phase was qualitative in nature, employing in-depth interviews to expand and integrate the concept of informed consent identified from the literature.
Participants and settings
Forty-eight participants (12 patients, 12 family members, 12 physicians, 12 nurses) were recruited from two university hospitals, one located in Seoul and the other in Kwangju, a middle-sized city in southern Korea. Approval of the institutional review boards of both hospitals was obtained prior to conducting interviews.
In order to obtain information-rich cases, purposive sampling was done. A pilot survey of 36 head nurses at hospital Y identified units where procedures requiring informed consent were frequently performed and where patient participation would be feasible: orthopedics, cardiothoracic surgery, and gynecology units. Subsequently, patients, family members and nurses were identified by head nurses as potential participants and approached by the research team. For physician participants, the research team approached staff physicians, who also recommended residents-in-training. 
Data collection procedure
The purpose of the study and principles of confidentially and anonymity were explained and, upon agreement to participate in the study, face-to-face interviews were conducted for 20-40 minutes and audio-taped when possible. A semi-structured interview guide was used to elicit responses and interviews were done in a private room within the hospital. Sample questions included "Please share what you think informed consent is and what your experience has been", "How is informed consent helpful?", and "What is difficult about obtaining/granting informed consent?"
Data analysis
For analysis, interviews were transcribed verbatim. A framework for analysis was extracted and refined into the following six categories through discussions across five research meetings: perception of informed consent, attitude towards the physician-patient relationship, main agent in providing explanation, decision-making patterns, degree of explanation, and mode of explanation.
RESULTS
Participant characteristics are presented in Table 1 . Salient findings from the fieldwork phase are described below. Due to page limitations, exemplar statements from the content analysis are provided elsewhere (Lee et al., manuscript in preparation) .
Content analysis Perception of informed consent
Patients and family mostly viewed informed consent as a formality and just an administrative process mainly designed to protect health care professionals rather than themselves. Although they mentioned the importance of detailed explanations for independent agreement and trusting relationships, and to improve their understanding about the patient's condition, the majority of them viewed informed consent as a coercive process that puts the patient at a disadvantage.
Physicians' perceptions differed in noting the importance of trust and mutual understanding while acknowledging the legal nature of self protection. Some physicians recognized the importance of informed consent and used it as an opportunity to build a relationship with patients and families and to demonstrate respect for them. However, some physicians-in-training did not provide explanations and obtained signatures from all family members as legal defense using general forms without further explanation. Nurses' perceptions of informed consent echoed patient and family responses, noting its purpose as an administrative process that tends to serve as legal protection for health care professionals.
Attitude towards the physician-patient relationship
The majority of patients and families felt that the physician-patient relationship was imbalanced. They noted that the authoritarian attitudes of physicians cut off communication and severely limited raising any questions during rounds. Subsequently, many patients expressed that the physician appeared to be completely uninterested in them.
While some physicians valued mutual respect, many others noted the imbalance in their relationship with patients, referring to the frequent need to make judgments for patients, especially for older adults. Most nurses, excluded from the process of informed consent, felt that a skewed dynamic between physicians and patients prevails in Korea.
Main agent in providing explanation
While some patients and family members received explanations from the staff physician or fellow-incharge, many replied that an intern provided explanation or that they had signed written forms without prior verbal explanation. In instances where staff or fellow-level physicians provided direct explanations, mutual trust and patient understanding was facilitated.
Nurses noted that interns were primarily in charge of explaining, although some staff physicians preferred having a separate site for obtaining informed consent, which was related to greater patient satisfaction.
Decision-making pattern
Many patients and family members appeared to be strongly influenced by Korean cultural notions of family taking precedence as demonstrated by familyoriented decision-making patterns. The majority of decisions were made by the husband or head of household, and in cases such as cancer, explanations were provided to the family more often than to the patient. Elderly patients expressed a dependency on the physician and the head of household, with the main decision makers being the husband, son, or physician. In contrast, younger patients preferred to make their own decisions, but even in their cases, physicians tended to put greater weight on the wishes of the family for legal protection, resulting in re-advising or diverting the patient.
Degree of explanation
While patients and family expressed dissatisfaction with lack of overall explanations due to cut-off communication, physicians had different perceptions regarding explanations. Physicians tended to mention all possible side effects as part of legal protection but gave less explanation about financial aspects or specifics relating to individual patient cases. Some physicians responded that focusing on a bleak postoperative prognosis helps to lower expectations. A few physicians stated that their goal was to develop a good relationship with patients and families to facilitate understanding, so they focused on thoroughly answering questions, in which patients noted high satisfaction and rapport being established.
Mode of explanation
This category pertains to the methodology and/or logistics of providing explanations. All four groups of respondents identified two issues in explanatory modes: patient-oriented issues and physicianoriented issues. Patient-oriented issues included the need to obtain consent in a private setting that would ensure confidentiality, using drawings to facilitate understanding, and utilizing effective communication skills. Physician-oriented issues included lack of communication, explaining at times convenient for the physician, and requesting patients to copy the form by hand without further explanations. Communication issues included the use of medical jargon, stifling conversations with the patient, and lack of communication between physicians and nurses. Thus, patients and nurses stressed the importance of mutual understanding and providing a copy of the consent form.
Integrating the dimensions and attributes as described above, the definition of informed consent extracted from the fieldwork phase was as follows: 
Final analysis phase
This study discovered differences in the characteristics and conceptualization of informed consent between the theoretical phase and findings from the fieldwork phase. This appears to stem from conceptual differences between traditional Korean cultural values that do not necessarily align with the Western ideals of informed consent that are based on the patient's right to know and assert autonomy. Some examples that clarify these differences and reflect the Korean context are presented in Table 2 . As seen in the physician case, there is a conflict between the innate concept of informed consent as a way to respect patient autonomy and the belief that decisions are best made by the physician or family. In many instances, not only physicians but also patients assumed that the physician was the final decision maker regarding treatment.
Core attributes and final definition of informed consent
The attributes and definition extracted from the theoretical phase and inductively developed from the fieldwork data were integrated to identify core attributes and create a final definition. An expert panel consisting of two physicians, a lawyer, a philosopher/ ethicist, and two nursing faculty reviewed the findings and offered suggestions for clarification. The core attributes identified are described in Table 3 . The following definition of informed consent was derived from these attributes and integration of findings from the theoretical and fieldwork phases: Guidelines for patients and health care professionals Based on the integrated findings in the final analysis phase, guidelines for patients/family members and health care professionals were developed for dissemination to hospitals across Korea (Table 4 ). The guidelines are organized according to dimensions noted in the core attributes that were identified, with specifics for the patient/family members, and physician/nurse.
"Informed consent is an ethical and legal responsibility realized through mutual respect, understanding, and trust between patient and physician that aims to ensure the patient's right to know and make self-directed decisions. The physician respects the wishes of the patient and family and considers patient characteristics in offer-
DISCUSSION
In the past, paternalistic influences have heavily framed Korean medicine where self-decision took a backseat to the common belief that the physician should make all decisions. However, with the introduction of Western values and recent surfacing of conflicts between patient and physician, the idea of patient autonomy is being widely shared. However, international guidelines on informed consent that are framed in Western ideals may not address cultural influences adequately.
This study illustrates how patriarchal values within Korean culture frame the hospital setting, and was parallel to observations of how patriarchal organizational dynamics where the group takes precedence and leadership style is authoritarian tend to focus on strict principles and authoritative opinions in solving problems (Woo, 1999) . As illustrated by the patient case described in Table 2 , the female patient had difficulty in expressing her objections to the physician, Table 2 Case Descriptions of Discrepancies in Approaching Informed Consent
Case
Gender Description Physician Male As a cardiothoracic surgeon, L explains the surgery to patients and their family. L regards the process of informed consent as an opportunity to introduce the physician who will participate in surgery and establish mutual rapport and trust. Explanations are given using a blank sheet and pen instead of a form, leveling the information to the patient and family's degree of knowledge and understanding, often using their dialects and street-talk. L makes recommendations on the best surgical method based on professional knowledge while leaving the decision to the patient and family. However, many patients rely on the physician to make the final decision and in instances where older parents are ill, L advises all the adult children, especially the eldest son, to be present in obtaining informed consent. L noted that the most important point of informed consent is showing that the patient/family and physician believe in and trust one another.
Patient Female K is a 33-year-old housewife who injured her foot on a sharp kitchen tool while making kimchi. She received emergency surgery but due to prior diabetes, her wound was not healing well, delaying her discharge, and she was tearful throughout the interview. K was shocked in the process of informed consent when she was told that leg amputation was possible in relation to potential side effects. However, when she questioned the nurse, she discovered that such explanations were customary. Her physician, only available at rounds, merely says "Everything is okay, right?" while patting her shoulder. K says she feels "like a criminal" in front of the physician. Although she does not want her diabetes made public when the physician discussed her diabetes in a loud voice in front of other patients, she "couldn't speak up". K notes that no particular explanation was offered when signing the consent form and she was told to read the form.
Table 3
Core Attributes of Informed Consent
Core attribute Description
The patient's self-directed decision-making Informed consent addresses the patient's right to know and make self-directed decisions.
Documentation of the physician's Informed consent involves the physician documenting attending to fulfillment of legal responsibility this right as fulfillment of legal responsibility.
Focus on forging a mutual trusting • Informed consent requires patients to actively participate in talking relationship between physician and with the physician to clarify as well as physicians to provide easily patient/family understandable explanations while focusing on earning the patient's trust.
• Nurses can participate in the process of informed consent in concurrence with the physician, assisting the physician and providing emotional support to patients as their advocate.
Primary responsibility for explaining • The physician who is to perform the procedure is the main agent lies with the staff physician responsible for explaining to the patient. Only in instances where the staff physician refers this responsibility should an intern be involved.
• The physician should respect the wishes of the patient and family and recommend the best possible treatment based on professional judgment and capacity.
Patient has primary responsibility in The patient should be the main agent in granting consent, with the granting consent exclusion of instances where patients are incapacitated and decisions are relegated to the family or legal proxy.
Sufficient explanations require attention to • The physician should provide sufficient information regarding all patient's specificities and understanding, aspects of treatment and expected prognosis, including risks and level of privacy, and timing side effects, applying various levels and methods of explaining according to the patient's personal characteristics, and patients should be guaranteed the opportunity to ask questions.
• Using easily understood words in explaining as well as employing pictures and models is encouraged to facilitate patients' understanding.
• Informed consent should be obtained at a location that ensures privacy, confidentiality, and comfortable communication. Informed consent means respect for your right to The physician must respect the patient's right to know and know and make self-directed decisions.
make self-directed decisions in obtaining informed consent and document the practice as fulfillment of legal responsibility.
• As a patient, you are encouraged to actively • A trusting relationship forms the foundation for informed participate in talking with your physician to consent and should be developed with the patient, better understand what is being explained and providing explanations at his/her level to facilitate trust your physician.
understanding.
• You can seek emotional support and comfort
• The nurse may participate in the process of informed measures from the nurse who is involved in the consent in concurrence with the physician, in a process.
supportive role to the physician as well as be a patient advocate, providing emotional support and comfort measures to the patient.
• Granting consent is ultimately your decision.
• The main agent in granting consent is the patient, not However, if you do not have the ability to the head of the household or other family members. consent, your family or legal proxy can However, if the patient does not have the ability to decide on your behalf. consent, the family or legal proxy may decide on his/her behalf.
• Family members should respect the patient's ability
• Health care professionals should respect the patient's to make self-directed decisions, especially for ability to make self-directed decisions, especially for older patients and women patients.
older patients and women patients.
You may request the staff physician or residentThe main agent responsible for providing explanations is in-training to provide explanations.
the physician who will perform the procedure. Interns may be involved only in instances where the staff physician refers this responsibility with instructions.
The physician should recommend the best possible treatment for the specific situation based on professional judgment and capacity.
• As a patient, you are entitled to have sufficient • The physician should provide sufficient information explanations about the whole process of regarding all aspects of the treatment and expected treatment, expected prognosis, and possible side prognosis, including risks and side effects, applying effects, and to ask questions at any time.
various levels and methods of explaining according to the patient's personal characteristics.
• Explanations should be offered in a space that
• Informed consent should be obtained at a location allows for confidentiality and comfortable that ensures privacy, confidentiality, and comfortable communication.
communication.
• Explanations should be offered with enough time to
• Ample time must be available in obtaining informed process the information and you may refuse late consent prior to the procedure with caution taken to night visits that disrupt your sleep.
avoid late night visits that disrupt the patient's sleep.
• As a patient, you may request that explanations be
• Using easily understood words in explaining as well provided in easy to understand wording, using as employing pictures and models is encouraged to pictures or models.
facilitate patients ' understanding. who is seen as the authority figure extending help to the patient. Study findings also suggest that physicians may be more likely to attend to the opinion of the head of the family rather than to the patient's opinion. The study suggests that women and the elderly may lack decision-making power within the family, with risks for difficulty in forging an independent trusting relationship with the physician, as well as the possibility of the patient's right to know and asserting autonomy becoming compromised. Physicians and nurses should be aware that the gender and age of the patient may increase their vulnerability in the process of informed consent in the Korean context. Considering the cultural pendulum between autonomy and paternalism in the process of informed consent found in this study, health care professionals are challenged to focus on making sound clinical judgment in the specific context of each patient's situation, rather than on following principles of biomedical ethics to the word. This requires promoting discourse among health care professionals on ethical issues and reinforcing ethics education to facilitate the intuitive ability to make self-directed decisions.
Indeed, the most important concept in Korea that rose from this study was building a trusting patient-physician relationship. Rather than the scope of explanations as stipulated by the law, developing mutual respect and effective ways of explaining and enhancing understanding were what patients desired, as well as the foundation for successfully obtaining informed consent. The relationship between patients and physicians is a factor affecting comprehension and free consent, two main ethical components of informed consent (American College of Obstetricians and Gynecologists, 2004) . Therefore, a shift from doctor-centered to patient-centered discourse and approach is needed. Although not bound by legal responsibility for obtaining informed consent, nurses are challenged to actively take on the role of patient advocate by offering support, preserving the patient's dignity, identifying fears, and determining level of understanding. Implications for practice can include developing innovative ways to better explain, and addressing communication techniques that build trust in the relationship. The guidelines developed will hopefully narrow the gap in conceptualizations between patients and health care providers. 
Guidelines for patients and family
Guidelines for health care professionals
• You are entitled to receive a copy of the consent • The physician should provide patients with a copy of form if you wish.
the consent form following obtaining consent.
• Family members are encouraged to trust and respect the physician's professional recommendation on what is best for you, as it is derived from the physician's professional knowledge and capacity.
• Family members can participate in the process of informed consent in concurrence with the patient by actively engaging in communication with the physician.
